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REMARKS 

Claims 1 and 5 are amended. Claims 1-8 are pending and examined. 



Support for Amendments 

A sequence listing in computer readable format is submitted with this paper. 
Applicants respectfully request entry of the sequence listing. Support for the sequence listing can 
be found in original paragraphs [0013] and [0247]. 

Paragraphs [0013] and [0247] are amended to insert SEQ ID numbers according 
to USPTO practice. Paragraphs [0017], [0045], and [0073] are amended to correct a 
typographical error in the drawing for (-)-FTC (Emtriva). The structure of Emtriva is knowB and 
reported in the chemical literature, as described in paragraph [0017]. In addition, the chemical 
name is given at page 4, lines 15-16. The instant drawings are amended to agree with the 
chemical literature and the given chemical name. In addition, a grammatical correction 
("shows") is inserted in paragraph [0017], 

Claim 1 is amended to insert the full names for p-L-FTC and L-FMAU as 
suggested by the Examiner. Support can be found at page 4, line 15, and at page 5, lines 9-10. 

Claim 5 is amended to capitalize the terms SuperPeron and HuFeron to be 
consistent with USPTO policy on trademarks as suggested by the Examiner. 

No new matter is added. 

Sequence Listing 

The foregoing amendments are made to insert the required SEQ ID NO identifiers 
associated with each listed sequence. 
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Claim Objection 

Claim 5 is objected to for the use of SuperFeron and HuFeron. In response, the 
terras have been capitalized to be consistent with the other terms in the claim. Applicants 
respectfully request withdrawal of the objection. 

Rejections Under 35 U.S.C. § 112, 2"" paragraph 

Claims 1-8 are rejected as being indefinite due to the terms p-L-FTC and L- 
FMAU. Applicants respectfully traverse on the basis that the terms are clearly defined in the 

specification. However, in order to advance prosecution, Applicants amend die claims to recite 
the full names for the abbreviations in claim 1, as suggested by the Examiner. Applicants 
respectfully request witlidrawal of the rejection. 

Rejections Under 35 U.S.C. § 102(b) 

Claim 1 is rejected under 35 U.S.C. § 102(b) as being anticipated by Schinazi et al 
(U.S. Patent 5,703,058). The Office Action states that Schinazi teaches 1) FTC for HBV at 
column 2, lines 40-41; 2) alpha interferon for HBV at column 2, lines 46-55; 3) and L-FMAU 
with die (-) enantiomer of FTC for HBV at column 6, lines 21-27. 

Applicants respectfully traverse on the basis that Schinazi does not disclose a 
method for the treatment or prophylaxis of a human infected with hepatitis B virus comprising 
administering in combination or alternation an effective amount of 1) B-L-FTC; 2) L-FMAU; 
and 3) interferon, or their pharmaceutically acceptable sahs or prodrugs, independently 
optionally in pharmaceutically acceptable carriers. Specifically, in tlie passages cited by the 
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Office Action, Schinazi does not disclose the combination or alternation of the three components 
with each other . In fact, Schinazi discloses in claim 1 : 



I, A CQii^sMoii con^Htsuig an effective MV of HBV 
txeatmeiit amsaat m ^xmsptmnd of the focnuilft; 



wherein R is h^ctof^en. iiioao|}hosphat&, dlphos|^i^> or 
tdphospltaiet in cond^inatloii or AttemaiEoii wJdi a msm^ 
compoKtud sdlcGted from the group coBsisUng <^ 

(liy^xyi]flethyl)-2-cyciopco te»- 1 -yi| -paimie (cirtsovir), 
^l(2-hyifr@xyetfioxy)nic^yi]paiiiDB (acydo^) ijwertoJi* 
3*-(tocy-3-azidottiyMi(iitt€5 (A^), 2*3*-*^oxyiEosiBic 
(imu 2*,3'^deoxycytidine (DDQ, (">2'-fltn«o-S*infithyl- 

cli<leoxyttiyjmdiiie 



In other words, Schinazi discloses in claim 1 that each component individually can be combined 
or alternated as a second component with a first component of the formula disclosed at column 
21, lines 1-1 1 . In claim 1, Schinazi does not disclose the combination or alternation of the 
components with each other . The combination or alternation of the components with each other 
has been supplied by the Examiner in view of the present specification. Therefore, Schinazi does 
not anticipate claim 1 . Applicants respectfully request withdrawal of the rejection. 
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Rejections Under 35 U.S.C. § 103(a) 

Claims 1-8 are rejected under 35 U.S.C. § 103(a) as being anticipated by Schinazi 
et a] (U.S. Patent 5,703,058) andThyagarajan (U.S. Patent 6,589,570). 

Applicants respectfully traverse on the basis that Schinazi does not teach a 

method for the treatment or prophylaxis of a human infected with hepatitis B virus comprising 

administering in combination or alternation an effective amount of 1) B-L-FTC; 2) L-FMAU; 

and 3) interferon, or their pharmaceuticaily acceptable salts or prodrugs, independently 

optionally in pharmaceuticaily acceptable carriers. Specifically, in the passages cited by the 

Office Action, Schinazi does not teach the combination or altemation of all three components 

with each other . In fact, Schinazi teaches in claim 1 : 

1, A c*MBiposdttoii cofropilsing an efiMve HIV or HBV 
treatmBiit amgunt of s cQinpoiimd ibe fotsumk: 
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KO' 



wtedn E is ft[^dtt>geB. monophdsphaie, d^hc^j^i^, or 
Mpbo$|3iiiiie; im ooankuiatton cr altem^on a SGcmd 
Gosspomd selecied from the group coBslstlBg of 
2-hy#oxyjBetfiyl"5''(5"fltt«ffocyto8iii-l-yl)-13-»«aiji<^«» 

9^i(2-fa3^xyethoxy)me1feyl|gHaiitiie (acyclovir) toiettoii* 

(DDI), 23'-dideoxycytjjcliiie (DDC), ('-)-2'-lttofo-5*ffi^yi- 
P-l^ARAotidiiic (M-)"I'MAU) fflid 2'3'-^«hydro-2'3 * 
di<!eoxythyimdiiie <D4T|. 



In other words, Schinazi teaches in claim 1 that each component individually can be combined or 
alternated as a second component with a first component of the formula taught at column 21 , 
lines 1-1 1 . In claim 1 , Schinazi does not teach the combination or alternation of all the 
components with each other . The combination or alternation of the components with each other 
has been supplied by the Examiner in view of the present specification. This is impermissible 
hindsight reconstruction. Therefore, Schinazi does not render the instant claims obvious. 



Thyagarajan as cited by the Office Action fails to cure the deficiency of Schinazi. 



The Office Action relies on Thyagarajan for a teaching that alpha, beta and gamma interferon are 

"agents that have been studied and are successftil in the treatment of HBV infection" (Office 
Action, page 6, lines 10-11). However, the Office Action appears to mischaracterize the 
Thyagarajan reference in suggesting that it teaches that interferons "are successfiil in the 
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treatment of HBV infection" as stated in the Office Action. In fact, Thyagarajan teaches away 
from the use of interferons. Table 1 is actually entitled "Agents that have been studied in the 
treatment of HBV infection" (see Thyagarajan, col. 2, lines 23-25). There is no mention in the 
table of successfiil treatment. On the contrary, Thyagarajan teaches that most of the entries in the 
table are "far from successful" (Thyagarajan, col. 2, lines 41-42). Furthermore, Thyagarajan 
actually characterizes the interferons as having "limited success rate, prohibitive cost, profound 
side effects" and also as being non-accessible (see Thyagarajan, col. 2, lines 42-44). 
Thyagarajan concludes that it is necessary to search for newer agents for treatment of HBV 
infection. When taken as a whole, the Thyagaran reference rehed upon by the Office Action 
teaches away from the use of interferons. 

Li summary, i) Schinazi fails to teach the combination or alternation of the 
required components with each other, ii) Thyagarajan teaches away from the use of interferons, 
and iii) the Office Action relies on improper hindsight reconstruction. Therefore, Applicants 
respectftilly request withdrawal of the rejection. 

CONCLUSION 

Based on the foregoing amendments and remarks, Applicants respectftilly request 
reconsideration and withdrawal of the rejection of claims and allowance of this application. 

AUTHORIZATION 

The Commissioner is hereby authorized to charge any additional fees which may 
be required for consideration of this Amendment to Deposit Account No. 50-3732, Order No. 
04674.105074 (TRI1016). 

In the event that an extension of time is required, or which may be required in 
addition to that requested in a petition for an extension of time, the Commissioner is requested to 



Serial No. 10/618,531 



-16- 



DocketNo. 04674.105074 (TRI 1016) 



grant a petition for that extension of time which is required to make this response timely and is 
hereby authorized to charge any fee for such an extension of time or credit any overpayment for 
an extension of time to Deposit Account No. 50-3732, Order No. 04674.105074 (TRI 1016). 



King & Spalding 

1 1 85 Avenue of the Americas 

New York, NY 10036-4003 
(212) 556-2100 Telephone 
(212) 556-2222 Facsimile 



Respectfiilly submitted. 
King & Spalding, LLP 



Dated: Aprill7,2007 




Kenneth H. Sonnenfeld / Michael A. Willis 
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